
This guidance was written prior to the February 27, 1997 implementation of FDA's 
Good Guidance Practices, GGP's. It does not create or confer rights for or on any person 
and does not operate to bind FDA or the public. An alternative approach may be used if 
such approach satisfies the requirements of the applicable statute, regulations, or both. 

This guidance will be up dated in the next revision to include the standard elemnt s of GGP 's . 
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FDA SAFETY ALERT: 
HAZARDS OF VOLUME VENTILATORS 

AND HEATED HUMIDIFIERS 

September 15, 1993 

To: Hospital Administrators and Risk Managers: 

This i s  to  alert you  that FDA has several reports o f  patient deaths and injuries result ing from 
malfunct ioning volume ventilators andlor heated humidif iers, and to  urge that you  take certain.  
precautions to  prevent such incidents in the future. 

One incident o f  fire, i n  which three patients died, i s  bel ieved to  have originated i n  either a 
Puritan-Bennett Cascade IA humidif ier or i n  the Puritan-Bennett 7200 series venti lator to  which 
the humidi f ier  was attached. This incident i s  st i l l  being investigated. We have received 
reports that uni ts f rom all  series of Puritan-Bennett Cascade humidi f iers and Puritan-Bennett 
venti lators have been associated with fires andlor overheating. We also have reports that 
humidif iers and volume ventilators f rom other f i rms have overheated. 

In another incident, a n  employee sustained electr ical in jury requir ing hospital ization when a 
Puritan-Bennett 7200 series venti lator chassis became electr ical ly l ive as a result of  a 
damaged power  co rd  inside the unit. 

To prevent further deaths and injuries, we recommend that you take the fol lowing precautions 
for a l l  volume venti lators and heated humidif iers used in  both health care faci l i t ies and homes: 

o Immediately remove from service any heated humidi f ier  andlor vo lume venti lator which 
has shown signs o f  overheating, smoking o r  electr ical malfunct ion (e.g., sparking o r  
causing shocks).  Do not  return these uni ts to  service unt i l  they have been evaluated 
for  safety b y  an authorized factory representative or  other authorized personnel  and 
repaired i f  necessary. 

o Use an  audible temperature alarm that senses gas temperature in  the line 
delivering gas to the patient on any humidi f ier  used in  conjunct ion wi th a volume 
ventilator. Be sure to test the alarm periodical ly for  proper  functioning. 

o Review the service and maintenance records for  volume venti lators and heated 
humidif iers to  assure that they currently meet all service recommendat ions o f  the 
manufacturer. (For example, Puritan-Bennett recommends replacing the thermoswitch 
i n  the Cascade I series humidif iers every five years.) Reviewing service records is 
especial ly important for  used or  remanufactured equipment. 

o Check power cords regularly for  damage both inside and outside the unit. 

0 Assure that power cords are properly fitted wi th strain relief devices inside the chassis. 
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